BpaxoByroun 0co0IMBOCTI 3aKOHOZABCTBA 3 PEECTpAIlil JIIKapchbKHUX 3ac00iB B YKpaiHi,
3aTBepKeHI MiHICTEpPCTBOM OXOPOHHM 370pOB’sl YKpaiHU IHCTPYKIIT JIJIs1 MEMYHOTO 3aCTOCYBaHHSI
JKapCchKHX 3ac001B, 3apeeCTPOBAHMUX B YKpaiHi, MOXKYTb JCUIO BIPI3HATUCS Bil YMHHUX
IHCTPYKIIIH JI0 3aCTOCYBaHHS JIIKAPChKUX 3ac001B, 3apeecTpoBanmx B €C.

SAxmo Bam crano BigoMo npo BUHUKHEHHS M0014HOT peakinii y Bac abo 61u3bKoi 1r01uHu, a00 TIpo
BUIIQ/IOK BIACYTHOCTI e(hekTy BiJ Oyab-SKOTo 3 MPOAYKTiB KoMnaHii AcTpa3eHeka, Oy/Ib Jiacka,
noBizomTe Tpo 11e 710 TOB «Actpa3eHeka YkpaiHa» y OJuH 13 HaBeACHUX HIKYE crioco0iB. Le
MOXKITUBO 3iiicHUTH 32 TenedorHom: +38 050 382 99 89 abo eneKTPOHHOO MOIITOO
PatientSafety.Ukraine@astrazeneca.com Takosx, B MOXeTe TIOBIJOMUTH HaM JlaHy iH(OpMaIrito 3a
nocunanusM: https://contactazmedical.astrazeneca.com/content/astrazeneca-
champion/ua/uk/ampform.html (BuGepiTh MOBY Ta OIIIiF0- «IIOBIIOMUTH MPO MOOIUYHY PEAKIIION).

In reliance on the effective medicines’ authorization legislation in Ukraine, the instructions for
medical use approved by the Ministry of Health of Ukraine for the authorized medicines might be
partially different from the valid instructions for medical use of medicines authorized in the EU.

If you or your relative have experienced an adverse reaction or absence of the effect on any of
AstraZeneca's products, please notify AstraZeneca Ukraine LLC in one of the following ways. This
is possible by phone: +38 050 382 99 89 or by e-mail PatientSafety.Ukraine@astrazeneca.com
Also, you can tell us this information at:
https://contactazmedical.astrazeneca.com/content/astrazeneca - champion/en/en/amp-form.htmi
(select a language and an option "report an adverse reaction").

3ATBEPIKEHO

Haxka3 MinicTrepcTBa
OXOPOHH 3710POB’sl YKpaiHu
08.05.2019 Ne 1030
PeecTpaniiine nocBigueHHs
Ne UA/5552/02/01

Ne UA/5552/02/02

IHCTPYKIIA
AJIS1 MEeIUYHOT0 3aCTOCYBAHHS JIKAPCHKOI0 3aC00y

IMyasmikopt TypOyxanep
(Pulmicort® Turbuhaler®)

Cknao:
diroua pevosura: OyJIECOHI,
1 mo3a (inramsiisi) MictuTh 100 Mkr a60 200 MKT OyJIECOHITY.

Jlikapcbka ¢opma. [Topommiok a1t iHT IS,

OcHogHi Qi3uKo-XiMiuHi 61ACMUBOCTI:

100 MKr/n03a:

CrenianbHO po3pOoOJCHUN TMOPOIIKOBUI IHTAJATOP 13 IUIACTMKOBUX MatepianiB. [lo3arop, 1o
00epTaeThCs, CBITIO-KOPUIHEBOTO KOMHOpPY. Ha OCHOBI mo3aropa, mo 00epTaeThCsi, BUTUCHEHO
Budesonide 100. Bmict — kpyrii rpanyiu Bijg 6110ro 10 Maiike 61710r0 KOJIbopy, MOJIPiOHIOIOTHCS Y
Npi1OHUI TOPOILIOK M1/l HEBEIUKUM BIUTMBOM. Dpakiiisi MOPOIIKY MOXe OyTH MPUCYTHS.

200 mKr/no3a:
CreuiaabHO po3poOJeHUN TOPOIIKOBUM IHTalsTOp 13 IJIACTUKOBHX MartepiamiB. Jlozarop, 1o

UA-6684 Approved April 2025 1


https://contactazmedical.astrazeneca.com/content/astrazeneca-champion/ua/uk/ampform.html
https://contactazmedical.astrazeneca.com/content/astrazeneca-champion/ua/uk/ampform.html
https://contactazmedical.astrazeneca.com/content/astrazeneca%20-%20champion/en/en/amp-form.html

o0epTaeThCcsl, KOPUYHEBOrO KOJbOpPy. Ha ocHOBI mo3aropa, 1mo o0O0epTaeThCs, BUTHUCHEHO
Budesonide 200. Bmict — kpyrii rpanyiu Bijg 6110ro 10 Maiike 61710r0 KOJIbopy, MOIPiOHIOIOTHCS Y
JPiOHMI MOPOIIIOK ITiJT HEBETUKUM BILTUBOM. DpaKIrisi MOpOIIKYy MOKe OyTH MPUCYTHSI.

dapmakoTepaneBTHYHA Trpyna. [HramsmiiiHi 3aco0M, M0 3aCTOCOBYIOTHCS JJIs JIIKyBaHHS
OOCTPYKTHBHHX 3aXBOPIOBAaHb MUXanbHUX NUIAXiB. I mokokoprukoinu. Kox ATX RO3B A02.

Dapmaxonoziuni énacmugocmi.

Dapmarxoouramixa.

BynecoHis € TIOKOKOPTHKOCTEPOIIOM 13 CHIIBHOIO MICIIEBOIO MPOTU3AIIAIBHOIO JIIETO.

Tounuii MexaHi3M [ii TITFOKOKOPTUKOCTEPOIMIB y JIKyBaHHI aCTMH OCTaTOYHO HE 3’ SICOBaHUM.
OcHOBHE 3HAYEHHS MAalOTh TaKi MPOTU3aNaNbHI e()EeKTH, SIK MPUTHiYCHEe BUBUIBHEHHS MEAiaTOpiB
3amaJieHHs. Ta 1HTIOyBaHHS OIMOCEPEIKOBAaHOI IMUTOKIHOM IMyHHOI peakiii. bymecoHin mpossise
AKTUBHICTh 3aBJSKU CIIOPITHEHOCTI 3 TIIOKOKOPTUKOCTEPOITHUMH PEIENTOPaMH, sKa € MPUOIU3HO
y 15 pa3iB OUIBII00, HIXK Y TIPEIHI30JIOHY.

BynecoHin YMHHUTE MPOTH3ANANBHY JIif0, KA MPU3BOAUTH 10 3MEHIICHHS OpOHXIadbHOI 00CTPYKIIT
SK Ha paHHbOMY, TaK 1 Ha MI3HHOMY €Tami ajepriuHoi peaxuii. byaecoHin 3HMKy€e aKTUBHICTb
ricraMiHy Ta METaxoJliHy y MaI[i€HTIB 3 TIMEPaKTHBHICTIO AUXAIbHUX IIJISAXIB.

JlocnipKeHHsT MPOAEMOHCTPYBAIM, 110 YMM paHillle BiJ MOYaTKy Hamajgy acTMHM IOYHMHAEThCS
JiKyBaHHA OYyZECOHIIOM, THM KpaIoro (pyHKI[IOHyBaHHS JIETEHIB MOKHA OYiKyBAaTH.

V nanientiB 3 XO3JI nerkoi ta cepenuboi TsxkocTi [lynemikopt TypOyxanep y no3i 400 mkr 2
pa3u Ha o0y depe3 3—6 MICAIIB JIIKYBaHHS IMOPIBHSIHO 3 IUTANE00 MPU3BOIMB IO IiIBUIICHHS
o0'emy (dopcoBaHoro Buauxy 3a mepiry cekynay (O®Bi). Leit edexT miarpumyBaBcs MPOTATOM
TPHOX POKIB TeparTii.

Hocnipkenns 3actocyBaHHs Ilynsmikopry TypOyxanepy y 340poBUX J10OpOBOJIBLIB IOKA3alu
JI0303aJICKHIIA BIUIMB HAa KOPTH30J y TUia3Mi Ta cedi. [Ipu 3acTocyBaHHI y pEKOMEHIOBAHHX J103aX
[Tynemikopt TypOyxanep nposiBiisie CyTTEBO MEHILIUI BIUIMB Ha (DyHKIIF0 HAJIHUPKOBUX 3aJ103, HIK
npenHizon 10 mr, mo O0yno nponemonctposano AKTI -rectamu.

VY niTeil BiKOM Bif 5 pokiB mpu 3actocyBaHHi 7103 10 400 MKr Ha 100y CHUCTEeMHHUX €(eKTiB He
cnocrepirainocsa. Ilpu  gozax 400-800 Mkr Ha 100y MOXYThb BHUHUKATH O10XIMIYHI O3HAKU
CHCTEMHOI'0 BIUIMBY, TOJI AK HpU JOOOBHUX 033X, 10 MepeBHILyioTh 800 MKr, Taki O3HaKU €
TOIITNPEHUMH.

3axBOpIOBaHHS Ha OpOHXIaJbHY acTMy, SIK 1 BBEJIEHHs IHTAIALIMHMX KOPTUKOCTEPOiliB, MOXeE
MPU3BECTU IO CIOBUIbHEHHS pocTy. [Ipore nocnmipkeHHs aAiTed, SKUX JIKyBalu OyIecOH1JOM
TpuBanuii yac (10 13 pokiB), MoKaszany, [0 MAIIEHTH JOCATAIOTh OYIKyBAaHOTO Ui JOPOCITHX
3pocty. Y OUIBIIOCTI BUMNAJAKIB HE3HAayHa 3aTpUMKa pocTy (mpubium3Ho 1 cM) Big3Havanacs
IOPOTSArOM TMEpIIOro poOKy JiKyBaHHA. I[HramsmiiiHa tepamis OyJecoHioM e(eKTHBHA IpH
3arno6iraHHi po3BUTKY aCTMH, CIPUYMHEHOT (PI3UYHUM HABAHTAXKCHHSIM.

Dapmakoxinemuxa.

Abcopbyis

[Hransamiitauit 6yaeconinx mBuUaKo abcopOyeThes. [likoBa KOHIIEHTpaIlisl y TUIa3Mi JOCSTAEThCS Y
Mexxax 30 XBUIMH MicIs IHramsamil. Y J0OCHIPKEHHIX cepeJHE HAKOMUYEHHs OyIeCOHIy B JIETeHSIX
micis BAuxaHHS depe3 TypOyxanep craHoBmino 25-35 % Bim 3acrocoBaHoi mo3u. CHcTeMHA
6100CTYIHICTb CTAaHOBUTH MpuOIH3HO 38 %.

Po3nooin ma memabonizm

3B’A3yBaHHs 3 MpOTETHAMU IJIa3MH CTaHOBUTH MpuOIM3HO 90 %. O0’eM po3MOUTy CTaHOBHUTH
pUOIN3HO 3 JI/KT.

Byneconin mignaerbes 3HauHOMY (mpuOan3HO 90 %) Merabouni3My MEpLIOro MPOXOKEHHS Y
TIeYIHIT 1o MeTaboJTiTIB 3 HU3BKOIO TIIOKOKOPTUKOCTEPOi THOKO AKTUBHICTIO.
' TIOKOKOPTHKOCTEPOiHA aKTUBHICTh OCHOBHHMX METalolITiB, 6-Oera-riapokculyTe3oHiay ta 16-
anb(a-riAPOKCUIPEIHIZ0IO0HY, CTAHOBUTH MeHIIe 1 % BiJ] akTUBHOCTI OyJIECOHITY.

Bugeoenns
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Byneconia BUBOIUTHCS NUIAXOM METa00I1i3My, SIKHI KaTtali3zyeTbes nepeBaxkHo eHzumMoM CYP3A4.
MetabomiTH BUBOIATHCS 3 CEYEl0 y He3MiHEHOMY a0 KOHIOrOBaHOMY BHIUIAAL. Y cedi
BH3HAYAETHCS JIMIIE HE3HAYHA KUIBKICTh HE3MiIHEHOro OynecoHiny. byaecoHim mae BHCOKHi
CUCTeMHH KiipeHc (mpubnm3Ho 1,2 JI/XB), MOro Tepioa HAIMIBBUBEACHHS 3 IUIA3MH KPOBI MICIHIA
BHYTPIIIHFOBEHHOTO 3aCTOCYBaHHS CTaHOBUTHh Yy cepeqHboMy 4 roauHu. DapMakoKiHETHKA
OyIeCOHITy € IPOMOPIIIHHOIO JI0 1031 BiTHOCHO JI03yBaHHS.

dapmakoKiHeTHKA OyI€COHITY y MITeH Ta MaIli€HTIB 3 HEJOCTATHICTIO HUPKOBOI (PYHKIIIT HEBigOMA.
BrutuB OynecoHity Moxe OyTH MiABUIICHUN y MAII€HTIB i3 3aXBOPIOBAHHSIMU MEUIHKH.

Kuiniuni xapakrepucTuku.

Ilokazanns.
- Ilepcucryroua OpoHxialbHa acTMa, TpU SAKiM TOKa3aHe JIKYBaHHS IHTAIALIHHUMUA
IJIIOKOKOPTUKOI1aMHU.
- JIikyBaHHSI TOMipHOT a00 TSHKKOI (POPMHU XPOHIYHOTO OOCTPYKTHBHOTO 3aXBOPIOBAHHS JIET€Hb.

IlIpomunokazanuna.
[TigBuiena 4y TAUBICTh 10 OyAE€COHIAY.

B3aemooia 3 inmumu nikapcoKumu 3acovamu ma inuwi 6uOU 83a€Mo0iil.

[Tymemikopt  TypOyxamep  Moke  HiABUIIMTH  €(DEKTHBHICTH  IHTANAMiHHUX  Oera-2-
cuMnaToMiMeTukiB. MeTtaboi3M OyAecoHiqy y MepIly Yyepry OnocepeaKOBYEThCS Ni€l0 (hepMEeHTy
CYP3A4, mo HanexxuTh A0 migpoanHu nutoxpomy P450. Otxe, 3acTocyBaHHS iHTIOITOPIB IIHOTO
(depMeHTy, TakMX SK KETOKOHA30J, I1TpaKoOHa30Jl, KJIOTPUMAa30J, PUTOHABIP, LHUKIOCIOPHH,
eTHHIJIECTPAIi0J, TPOJICaHAOMIIMH Ta iHTi0iITOpH TpoTeasu BIJI, Moxke mpu3BecTH 10 301TbIICHHS
CUCTEMHOI eKcro3ullii OyaecoHiay y Kinbka pasiB (auB. po3nin «OcoOIMBOCTI 3aCTOCYBaHHS»).
OcCKiNbKH JaHi MO0 PEKOMEHIAIIIH 3 103yBaHHS JIIKapPChKHUX 3ac00iB BIACYTHI, TAKMX KOMOiHAIIIH
CJIiJ| YHUKATH. SIKIIO IbOr0 YHMKHYTH HEMOKJIMBO, TO HEpIOJ MIX 3aCTOCYBaHHSM IpenapaTiB
MOBHHEH OyTH sKOMOra JOBIIMA. MOXXHa TaKOXX pPO3IIITHYTH MOXJIMBICTH 3MEHIICHHS 03U
OyIecoHimy.

OOMerxeH1 JaHl MOJ0 IMX BHUJIB B3a€EMO/Ii MPU 3aCTOCYBAaHHI BUCOKUX J03 IHTAJALINHOI popmMu
Oy/ecOoHIly BKa3ylOTh Ha Te, 110 MOKJIMBE 3HaYHE 30UIbIIEHHS IIa3MOBHX PIBHIB (y CEpeIHbOMY B
4 paszn), akmio iTpakoHa3on y a03i 200 mr 1 pa3 Ha 100y 3acTOCOBYBaTH pa3oM 3 IHTAIALINHOIO
dopmoro Oyaeconimy (pazosa mo3a 1000 mkr). JlocmipkeHHs iN VIVO TOKa3anu, M0 MepopaibHe
3aCTOCYBaHHSI KETOKOHA30Jy Ta ITPaKOHA30Jdy MOXKE CIPUYUHUTH 30UIBIIEHHS CHCTEMHUX
KOHIIeHTpaliil OynecoHiny. Lle Mae He3HauHe KiIiHIYHE 3HAYEHHS Il KOPOTKOYACHOTO JIKYBaHHS
(1-2 TmxHi), aje 1e CIiiJl BpaxoBYBAaTH, SKIIO JIIKYBaHHS JOBFOTPUBAJIE.

OnHouacHe 3acTOCYBaHHS IIMMETUAMHY Ta OyJeCOHIAy MOK€ HPU3BECTH [0 HE3HAYHOTO
MIJBUIIEHHS PIBHA OYJECOHITY Y IJIa3Mi, 0, OJJHAK, HE Ma€ KIIHIYHOTO 3HAYEHHS.

3011bIIEHHS TUIA3MOBUX KOHIEHTpALlii Ta MiJBUILEHUHN epeKT KOPTUKOCTEPOIAiB CIIOCTEPIratloThCs
y KIHOK, SIKI TaKOX OTPUMYIOTb €CTpOreHH abo mepopaibHi KOHTpauentuBu. IIpore xomHMX
ICTOTHMX 3MiH He OyJl0 BIJ3HAU€HO NPU CYMYTHbOMY 3aCTOCYBaHHI OyJecoHigy Ta
HU3bKOJI030BaHMX KOMOIHOBAaHUX MEPOPATbHUX KOHTPALIEITHBIB.

Ockinbku (YHKIIS HaJHUPKOBUX 3aJ103 MOXKe OyTH NpUTHIYEHA, MpoOa Ha CTUMYJISLIIO CeKperii
AKTT, npusHavyeHa /yisi JIarHOCTUKH Tirmo¢i3apHOi HEAOCTATHOCTI, MOXE MOKa3aTH TTOMUIKOBHMA
pe3ynbTar (HU3bKi 3HAYCHHS).

Ocobnueocmi 3acmocyeanns.

3aroctpenHss XO3JI cmixg JiKyBaTH JAOAATKOBUMM IIperapaTamMH BIANOBIAHO JI0 PIIICHHS
BiJIMOBIAAILHOTO JIIKApSI.

Byneconin He nmpu3HadeHHi Uil KyIipyBaHHS TOCTPUX HamaAiB OpOHXI1albHOI aCTMH Yy BUIAAKaX,
KOJIM BUMAraeTbcsl 3aCTOCYBAHHS IHraNALIHHUX OPOHXOMITUYHHUX 3aC001B KOPOTKOTPUBAJIOTL [ii.
Ilepexio 3 nepopanvHux KOpMUKOCmMepoioie

[NamieHTiB, $Ki OTPUMYIOTH JIKYBaHHA KOPTUKOCTEpPOiJaMM JUIsI CHCTEMHOTO 3aCTOCYBaHHS,
HeoOxiaHO nepeBectu Ha [lynbmikopt TypOyxanep Toli, KOJIM y HUX OyJe AOCATHYTO KOHTPOJIIO
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Hajg cumnToMamu. [lamieHTaMm, y gKMX (YHKIIS KOPH HAaAHMPKOBUX 3ajJI03 3arajioM MOpyLIeHa,
JKyBaHHA KOPTUKOCTEPOiJaMH JJIsl CHCTEMHOI'O 3aCTOCYBAaHHS CJiJl MPHUIIMHATH IOCTYIIOBO, a HE
nepepuBaTu panToBo. Ha mouaTky nepeBenenHs Ha iHmry tepamito [Tymemikopt TypOyxanep ciin
J0JaTKOBO 3aCTOCOBYBATH MpuOIU3HO mpotsaroM | TmwkHs. IloTiM mpotsirom 1-2 TuxHIB 1000BY
7103y CUCTEMHHX KOPTHUKOCTEPOI[iB MOXKHA 3MEHIIUTU Ha /103y, €KBIBAJIEHTHY 2,5 MI' IpeIHI30HY,
3aJIe)KHO BiJ] peaKIlii maiieHTa.

OcobnuBa yBara HeoOXiJHa MPH JIKYBaHHI MAIli€HTIB, SKI MEPEXOATh 3 MEPOPATHLHOTO MPUHOMY
CTEpOi/IiB, OCKIIBKH Y HUX BIIPOJIOBXK 3HAUHOTO Yacy MOKe 30epiraTucst pu3HK MopymeHHs GpyHKii
HaJHUPKOBUX 3ai03. llamieHTd, sSKuM moOTpiOHA HEBIAKIAJHA Tepamis KOPTUKOCTEpOigamMHu y
BUCOKHMX J03ax a0o TpuBajie JiKyBaHHS IHTASAMIMHAMU KOPTHKOCTEPOilaMH y HaWBUIIIN
PEKOMEHIOBaHIM 1031, TAKOXK MOXKYTh OYTH Yy TPYITl PU3UKY. Y TaKWX MaII€HTIB MOXKYTh BUHUKATH
CUMITOMHU HEJOCTATHOCTI HaJHUPKOBHX 3aJi03 y pasi cuiabHOro crpecy. Ilin wac mepioqiB crpecy
a00 TMpH TUTAHOBUX XIPYPriYHMX BTPYYAHHIX CJIiJ] pPO3TIISHYTH MOXKJIUBICTD JTOJaTKOBOTO JIIKYBaHHS
KOPTUKOCTEPOilaMi CUCTEMHOI Aii.

Skmo micns TEepeBeNCHHS 3 CUCTEMHUX KOPTHUKOCTEPOiMiB Ha JIIKyBaHHS 1HTAISALIHHHUMHA
npernapaTtamMy MpOTATOM MEPIINX KiJIbKOX MiCALliB BUHUKHYTH CTPECcOBI a00 HaA3BUYAHI cuUTyarii
(Hampuknaa TOKKI 1HQEKIii, TpaBMH, XIpypriuyHi BTpy4YaHHs), MOKe OyTH MOTpiOHE MOBTOPHE
3aCTOCYBaHHS CUCTEMHHUX KOPTHUKOCTEPOIIiB.

Cucmemni eghexmu iHeanAYIUHUX KOPMUKOCMEPOidia

MoXyTh criocTepiraTucs CHCTeMHI e(eKTH IHTaJsIiHHIX KOPTHKOCTEPOiliB, 30KpemMa Hpu iX
MPU3HAYEHHI Y BUCOKHUX J103aX Ha TpuBaiuid cTpok. Lli epexTn € 3HaUHO MEHI IMOBIpHUMHU, HIX
IIPH 3aCTOCYBaHHI MEPOPATBHUX KOPTUKOCTEPOiAiB. [0 MOKIMBHX CHCTEMHHX €(EKTiB HaleKaTb
cuapom KymmHra, KymdHTOiHI O3HAKH, MPUTHIYEHHS HATHUPKOBHUX 3aJI03, 3aTPUMKa POCTY Yy
JITEH Ta MiJUTITKIB, 3HWKCHHS] MiHEPAIBHOI IIUTLHOCTI KICTKOBOI TKAHWHU, KaTapakTa, TJIaykoMma Ta,
piaiie — psJ MCHXOJIOTIYHUX Ta MOBEIIHKOBUX €(EKTiB, y T.4. IICUXOMOTOpPHA TiEepPaKTUBHICTS,
po3iamu CHy, TPUBOXKHICTB, Jenpecis abo arpecis (ocobyimBo y miteit). Tomy BaxkimBo, mobd go03a
IHTANAIIHHOTO KOPTUKOCTEPOiny Oyia 3HIKEHA 10 HAWHWKYOI 03, IpU SKId HiATPUMYETHCS
e(eKTUBHHUI KOHTPOJIb OPOHXIaIbHOT aCTMH.

Bnaue na picm

VY niTedl Ta MAITKIB, SIKI OTPUMYIOTH TPUBAJE JIIKYBAHHS KOPTHUKOCTEPOilaMH, HE3aJEXKHO BiJl
¢dbopmH penapary, 1110 3aCTOCOBY€EThCS, PEKOMEHIYEThCS PETryJIIpHUNA KOHTpOJIb pocTy. IlepeBaru
JIKYBaHHS KOPTHKOCTEPOiaMHd HEOOXITHO OIIHIOBATH  TOPIBHSHO 3 MOXIIMBUM PU3UKOM
3aTpUMKH pocTy. KpiM Toro, cii po3riissHyTH HarpaBlIeHHs MallieHTa A0 JUTSIY0ro MyJIbMOHOJIOTA.
VY pasi 3aTpUMKHU POCTY Ta 3 METOIO 3MEHIIICHHSI MOKJIUBUX CUCTEMHUX €(EKTIB BXKITMBO MTOBTOPHO
OLIIHUTHU Tepamito, 00 MEepPeKOHATUCS, L0 03y IHTATALIKHOTO KOPTUKOCTEPOidy BiIKOPUTOBAHO
710 HAaWHMKYO1 103U, MPU SIKIH BCE I11e JOCATAETHCS €PEKTUBHUIN KOHTPOJIb 3aXBOPIOBAHHS.
3acmocysanns nayicumam 3 NOpYueHHAM QYHKYIT neuiHKu

3HMKEeHHS (QYyHKLIT NEYIHKY BIUIMBA€E HA 3/IaTHICTh BUBOJUTH KOPTUKOCTEPOIAH, 1110 MPU3BOIAUTH J10
3HWKEHHS IIBMJIKOCTI BMBEJCHHS Ipernapary Ta PO3BUTKY BHCOKOI CHCTEMHOI ekcrozuuii. Crnia
B35ITH J10 YBard MOXJINBICTh PO3BUTKY CUCTEMHUX MTOOIYHUX €(EKTIB.

Oonouache 3acmocy8ants 3 IHUUMU NIKAPCOKUMU 3acobamu

Crhim yHUKaTH OJHOYACHOTO 3aCTOCYBaHHS TMIpermapary 3 KETOKOHA30JI0M, ITPaKOHA30JIOM,
iHridiTopamu mpoteasu BIJI abo inmmmu notyxaumu iHriditopamu CYP3A4. Skmo 1poro
YHUKHYTH HEMOXKJIMBO, TO TIEP10/1 MI’K 3aCTOCYBaHHSAM IpernapaTiB MOBUHEH OyTH SIKOMOTa JOBIIUN
(muB. po3ain «B3aeMois 3 THIIMMU JIIKAPCHKUMHU 3acO0aMHM Ta 1HII BUIU B3aEMOJII)).

Inghexyii Ouxanvhux winsaxie

OcobnuBa 00epexHicTh HeoOXi/IHA BIJHOCHO MAaIlI€HTIB 3 aKTUBHUM TYOEpKYyJIbO30M JIET€HIB 200
TyOepKyJIbO30M JIETEHIB y JAaTeHTHIH CTajli, a TaKoXX MaIi€eHTIB 3 TpuOKOBOIO abo0 BIPYCHOIO
1H(EKI€I0 TUXaTbHUX MUIAXIB.

Kanouoos pomoeoi noposcnunu

ITix yac niKyBaHHS IHTASLIMHUME KOPTUKOCTEPOIAaMU MOKE PO3BUHYTHUCS KaHU/103 TOPOKHUHU
pota. 106 3HU3UTH PHU3UK PO3BUTKY KaHIUA03HOI 1H(EKUii y pOTOBI MOPOXHMHI Ta TOpii,
[Tynemikopt TypOyxanep ciif 3acTOCOBYBaTH Iiepea NpUHMaHHAM DKi abo * MAIieHTOBI CIiJ
MOJIOCKATH POT BOJOK MICHsA KOXHOI 1Hrajsmii. 3a HEoOX1IHOCTI MOXKJIMBE 3aCTOCYBAHHS
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BIIMOBITHUX MPOTUTPUOKOBUX TpEnapariB, a IJs IEIKUX MaIll€EHTIB MOKE€ BUHUKHYTH TOTpeda y
NPU3YNUHEHH] JIKyBaHHS JikapchkuM 3acobom Ilymemikopt TypOyxanep (muB. po3ain «Crocid
3aCTOCYBaHHS Ta JIO3W»).

bponxocnazm

Sk 1 mpu 3acTOCYBaHHI 1HIIMX HTATALMIMHKX 3ac001B, OApa3y MICisA 3aCTOCYBAaHHS 03U MperapaTry
MO>K€ BUHUKHYTHU IMapaoKCaIbHUI OPOHXOCHa3M, 10 CYIPOBOKYETHCS CBUCTAYMM JAUXAHHAM. Y
TaKuX BHUNAJKax JIKyBaHHS IHTAIAIIAHOIO (opMOrO OyIecoHIAy CiiJi HETalWHO NPUIUHUTH,
OLIHWBIIM CTaH TMAalli€HTa, Ta Yy pa3l HEOOXIAHOCTI pO3MOYATH JIKYBAaHHS allbTCPHATHBHUMU
JKapChbKUMHU 3aC00aMHU.

[MarieHTiB citij MONEpeaAUTH PO HEOOX1THICT 3BEPHYTHUCS JI0 JIKapsi, AKIIO €EeKT Bij JIKyBaHHS B
LIJIOMY 3MEHINYEThCS, OCKUIBKMA TMOBTOPHI IHTAISAIIT MPU TSKKUX HalajgaX acTMH HE IOBHUHHI
3aTpUMyBaTH TOYATOK IHINOI BaXJIMBOi Tepamii. Y pas3i pi3KOro MOTIpHICHHS CTaHy JiKyBaHHS
HEOOX1JHO JOIOBHUTH 3aCTOCYBaHHSM IEPOPATBHUX CTEPOIAIB IPOTATOM KOPOTKOTO MEPIoay.

[Ting gac mepexomy 3 Tepamii nepopaibhuMu crepoigamu Ha Ilymemikopt TypOyxanep y marienra
MOKYTb 3 SIBUTHCS IONEPEIHI CUMIITOMH, TaKl K OUIb y M’s3aX Ta cyrjo0ax. Y Takux BHUIAIKax
MoOke OyTH MOTpiOHE TUMUacoBe 30UTBIICHHS TO3HM MEPOPATBbHUX CTEpOidiB. SKmo (B OKpeMHX
BUIIJKaxX) 3 ABISIOTHCS IMiJBUIIEHAa BTOMIIIOBAHICTb, TOJOBHUU Oulb, HyJO0Ta, OnoBaHHA abo
MOJII0HI CUMIITOMH, y OUTBIIIOCT] BUIAAKIB CIIiJ 3aIMiJO3PUTH HEAOCTATHIN e(heKT CTepoiiB.

[Tpu 3amini cuctemMHoro JikyBaHHs crepoigamu Ha [lynasmikopt TypOyxanep iHKOIU BUSBISIOTH
ayieprii, HaIPUKJIAA, PUHIT Ta €K3eMY, SIKi paHille KOHTPOJIIOBAINCS CHCTEMHHIM JiKyBaHHSIM.
IInesmonia y nayienmis 3 XO3J1

VY marmieHTiB 3 XpOHIYHMM OOCTPYKTHBHHM 3axBoproBaHHsM JereHb (XO3JI), siki OoTpUMYyIOTh
IHTQJSIIIAHI  KOPTHUKOCTEPOiH, CIOCTEPIrayiocs TMIABUINEHHS 4YacTOTH BHIIQJIKIB ITHEBMOHI,
BKJIIOYAIOUM TTHEBMOHIIO, IO MOTpedye rocmitamizamii. [cHye ps g0Ka3iB MiABUIIEHOTO PU3HKY
BUHUKHEHHsI THEBMOHII NP MiJBUIIEHHI 103U KOPTUKOCTEPOidy, aje Iie He OyJ0 OCTaTOYHO
MIPOJEMOHCTPOBAHO Y KOJHOMY 3 JIOCIIJKECHb.

Jniga  iHramsAuiiHUX — KOPTHUKOCTEPOINHUX TMpernapaTiB  BIACYTHI BUYEpIIHI KIIHIYHI JOKa3u
BHYTPIIIHFOKJIACOBUX PO301KHOCTEH y BETMUNHI PU3UKY PO3BUTKY ITHEBMOHII.

JlikapsimM cItiji 3aJUIIaTUCS MTUIBHUMH 1010 MOKJIMBOTO PO3BUTKY IMHEBMOHII y marieHTiB 3 XO3JI,
OCKUIbKH KJIIHIYHI 03HAKU TaKUX 1HQEKI1H NepeKpruBatoThcs cuMiromamu 3aroctpess XO3J1.
@dakTopu PU3MKY PO3BUTKY NMHEBMOHII y mamieHTiB 3 XO3JI BKIIOYalOTh KypiHHS, JITHIH BIK,
Hu3bkuil iH1ekc Macu Tuta (IMT) ta Tsoxke XO3J1.

Llopywenns 30py

[Ipu cucreMHOMY Ta MICIIEBOMY 3aCTOCYBaHHI1 KOPTUKOCTEPOIAIB MOKYTh OYTH MOBITOMJIEHHS PO
MOpYILIeHHA 30py. SIKIIO y TNalie€HTa HasBHI Takli CHUMITOMM, SIK 3aTyMaHeHMH 3ip a0o iHIi
MOPYIIEHHS 30py, WOTO CIiJl HAlPpaBUTH Ha KOHCYJBTALIIO J0 OPTaIbMOJIOTa /sl BCTAHOBJICHHS
MO>KJIMBOT MPUYMHU, KOO0 MOXe OyTH KaTapakTa, IilaykoMa abo piZIKiCHI 3aXBOPIOBaHHs, Taki sIK
[IEHTpaJbHA CEPO3HA XOPIOPETUHOMATIS, PO K1 MOBIIOMIISIIIN MICHsI 3aCTOCYBaHHSI CUCTEMHUX Ta
MICIIEBUX KOPTUKOCTEPOIIIB.

[Ipumitka.

[Tynemikopt TypOyxanep He MiAXOANUTH JUIS JIKYBaHHS TOCTPOIO Haray OpOoHXialbHOI aCTMHU.
Inghopmayis ons nayienmis, saKi He OMPUMYBAIU NONEPEOHE JIIKYBAHHS KOPMUKOCEPOIOAMU.

VY mnamieHTiB, SKI paHille HE NPOXOMWIM JIKYyBaHHS KOPTHUKOCTEpOiZaMu abo OTpUMYyBAIU
JIKyBaHHS JIMIIE 3piKa MPOTATOM KOPOTKOTO TMepiojny, TMOJIMNIICHHS TUXaHHS MOXKe
criocTepiratucst nNpuoOau3HO depe3 | TIKACHb PEryJsIpHOTO 3aCTOCYBaHHS JIKapChKOro 3acoly
[TynemikopTt TypOyxanep 3a mpusHadeHHSIM Jikaps. OgHak HaOPsSIK TSHKKOTO CTYINEHS Ta 3amalibHi
3MIHA MOXYTb CHPUYMHUTH TaKy OOCTpPYKIIil0 OpOHXIB, 110 Oy/eCOHi] He 3MOXe OyTH MOBHICTIO
e(eKTUBHUM IIPHU MiCIIEBOMY 3aCTOCYBaHHI.

VY 11bOMy BUIAJKY TEpAIito CJIiJ] MOYMHATH 3 10/IaBaHHS CUCTEMHHMX KOPTHKOCTEPOiNiB (CIOYATKY Y
no3i, exBiBaseHTHIH 40-60 Mr npeanizoHy Ha m00y). [HTamsmii ciig TpOJOBXKYBaTH IICIsS
MOCTYTIOBOTO 3MEHIIIEHHS 103U CUCTEMHUX KOPTUKOCTEPOIIiB.

3acocmpenns cumMnmomis npu 20Cmpux iHexyisx OUXaIbHUX ULIAXIE.

V pasi 3arocTpeHHsl CUMIITOMIB ITPH FOCTPUX 1H(EKLIAX IUXATBHUX IUISXiB HEOOXITHO PO3IIITHYTH
MOXJIMBICTh TIPU3HAYEHHS BIAMOBITHUX aHTHO10THKIB. 3a HEOOXITHOCTI J03Y JIIKAPCHKOTO 3aco0y
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[Tynemikopt TypOyxamep MoOKHa BiIKOPHUTYBAaTH, 3a TEBHHX OOCTaBHH MOXE OyTH IOKa3aHO
CUCTEMHE BBEJICHHS TJIFOKOKOPTHKOI/IIB.

3acTocyBaHHs JiKapchkoro 3aco0y Ilymemikopt TypOyxamep Moxe NPH3BECTH 0 TMO3UTHBHUX
pe3yabTaTiB JOMIHT-TECTIB.

3acmocysanns y nepiod eazimuocmi aéo 200y8anus 2pyoor.

Bacimuicmeo

BinbiricTh pe3ynbTaTiB MPOCTIEKTUBHUX €M1IEMIONIOTIYHUX JOCTiKEeHb Ta TTIOCTMAPKETHHTOBI JIaHi
3 YChOTO CBITYy HE 3MOIJIM BHUSBHUTH IIIJIBUIICHOTO PH3UKY MOOIYHMX eQeKTiB Il IUlojga Ta
HOBOHAPOJKCHOI TUTHHH, OB’ SI3aHOTO 13 3aCTOCYBAHHSM IHTAISALINHOT (hopMuU OYyIECOHITY ITiJ] 4ac
BariTHOCTI. SIk /I Tioja, Tak 1 JuIsl MaTtepl BaXIJIMBO, MO0 IMiJI Yac BariTHOCTI MIATPUMYBAJIOCS
aJIeKBaTHE JIIKyBaHHs acTMH. SIK 1 IpH 3aCTOCYBaHHI ITiJ] Yac BariTHOCTI 1HIIMX JIIKAPCHKUX 3aCO0iB,
KOPHCTb BiJl 3aCTOCYBaHHs OYJECOHIY JIUIsl MaTepi CIiJ] 3BaXUTH 3 pU3UKAMHU IS TLJI0/1a.
JlocikeHHsT Ha TBapUHAX MPOJAEMOHCTPYBAIH, IO TTIOKOKOPTUKOCTEPOITN MOXKYTh CIPUIHHSIITH
MOPYIIEHHS PO3BUTKY, MPOTE IIi JIaHI HE BBAXKAIOTHCSA 3HAYMMHMMU IS JIIOJIeH TIPU 3aCTOCYBaHHI y
PEKOMEHI0BAaHOMY JTO3YBaHHI.

JlociakeHHsl Ha TBapUHAX TaKOK BUSIBIIIM BILTUB HAJIMIIKY MPEHATAIbHUX TJIOKOKOPTUKOIIIB Ha
3aTPUMKY BHYTPIITHHOYTPOOHOTO PO3BUTKY, CEPIICBO-CYANHHI 3aXBOPIOBAHHS Y JOPOCIOMY Billi Ta
MOCTiIMHY 3MiHY IIUIBHOCTI TJIIOKOKOPTUKOIMHUX PELEeNTOpiB, OOMIH HEHpOTpaHCMITEpiB Ta
MOBEIIHKY IIPH 3aCTOCYBaHHI /103, HIDKYUX 32 TEPATOTCHHI.

[lin yac BariTHOCTI CIiJi HamMaraTUCs 3aCTOCOBYBaTH HalMeHIIy e(eKTUBHY A03y OyIecOoHiTy,
BPaxXOBYIOYH IPH [IbOMY PU3HK TOTIPIICHHS aCTMATUIHOTO CTaHy.

Ilepioo 2o0ysanns 2py00io

BynecoHin BUAIISAETHCS Y TPYJHE MOJIOKO Y KIHOK.

OnHak 1pu 3aCTOCYBaHHI TepaneBTHYHUX /103 npenapary [lynemikopt TypOyxanep He O4iKy€eThCs
KOJHOTO BIUIMBY Ha JAUTHHY, SIKa 3HAXOAUTHCS HA TPYJHOMY BHUTOJIOBYBaHHI, OCKUIBKH CHCTEMHA
SKCIO3HILis JJIsl IUTHHH, 110 NepedyBae Ha IPYJTHOMY BHUIOJIOBYBaHHI, € He3HAYHOIO. [lylbMikopT
TypOyxanep Mo>kHA 3aCTOCOBYBATH I/l YaC rOlyBaHHS TPYUTIO.

[TinTpumytoye JikyBaHHs iHransauiiHuM oyaeconigom (200 abo 400 Mkr ABidi Ha J00Y) y JKIHOK 13
OpOHXI1aJBHOK AaCTMOIO, SIKI TOAYIOTh TPYIII0, MPU3BOAUTH JIMINE J0 HE3HAYHOI CHUCTEMHOL
eKkcro3uii  OymecoHimy y JiTed, sKI 3HaXOJIThCS HA TPYAHOMY TOAyBaHHI. Y
(hapMaKOKIHETUYHOMY JIOCIIPKEHHI po3paxoBaHa 1000Ba J03a y rpyAHoil AuTuHU ctaHoBuia 0,3 %
BiJl JOOOBOI 031 MaTepi st 000X J103.

CepenHsi KOHIIEHTpAIIIS B TIJIa3Mi KPOBI Y HEMOBJIAT OI[IHIOBAIACS K OFHA MIECTUCOTA YacTHHA BiJl
KOHIIEHTpallli, SIKa crocTepiraiacs y mia3Mmi Marepi, 32 yMOBU MOBHOI 010I0CTYIHOCTI y JAUTHHH.
KonuenTparis OyaecoHiny y BCIX 3pa3kax IJIa3MU KpOBI TPYJHHUX JiTeH Oyjla MEHIIOK 32 MEXY
KUTbKICHOTO BU3HAYEHHS.

30amuicms enaueamu Ha WGUOKICMb pPeaKyii npu KepysanHi agmompancnopmom ado inuwumu
MexanHizmamu.
He BnuBae.

Cnoci6 3acmocysannsa ma 0o3u.

BponxianbHa acTMa

HozyBanns [Tynemikopty TypOyxanepy ciia niaOuparu iHAUBITYalIbHO.

Ha nouaTtky iHramsmiiiHoi Tepamii KOPTHUKOCTEpOinaMu MJis JIIKyBaHHS TNeEpiOAiB 3aroCTPEHHs

TSOKKOI acTMM a00 TpW 3HIDKEHHI J03M, abo Tpu BiAMIHI MEepOpaJbHUX KOPTHKOCTEPOiliB

J03yBaHHS Ma€ OyTH TaKUM:

Himu eixom 5—7 poxig: 100-400 mkxr Ha n00y, po3noaineHi Ha 2—4 iHransuii. Bcio mo6oBy m03y

MOJKHA 3aCTOCOBYBATH OJTHOPA30BO.

Himu eikom 6i0 7 poxkis. 100—800 Mxr Ha 100y, po3nozineHi Ha 2—4 inranauii. [Ipu 3actocyBaHHI

n060BuX 7103 10 400 MKT BKIIFOYHO BCIO 103y MO’KHA 3aCTOCOBYBaTH OJJTHOPA30BO.

Hopocni: 3Buyaitai no3u ctaHoBnsATh 200—-800 mkr Ha nmo0y, po3moaineHi Ha 2—4 iHramsmii. Y
UA-6684 Approved April 2025 6




TSOKYUX BUTATKAX MOXKYTh OyTH mOTpiOHI 1000B1 1031 A0 1600 Mkr BratouHO. [Ipu 3acTocyBaHH1
n060BuX 103 10 400 MKT BKJIFOUHO BCIO JI03y MO’KHA 3aCTOCOBYBAaTH OJIHOPA30BO.

[TinTpumytroua 103a Mae OyTH TKOMOTa HIKYOTO.

IIpu 3acrocyBanHi iHramstopa TypOyxamep mnoTik Ha Bauxy npubmmsao 35-60 n/xB., 1o
CIIOCTEPIraeThCs y OLIBINOCTI MaIli€HTIB (HABITH Yy JiTel), 3abe3redye opraHi3M JIOCTaTHHOIO
KUTBKICTIO TIpenaparty, 110 3yMOBIIIO€ TepaneBTUYHY eQEeKTHBHICTh JiKapchbKoro 3acoly. [loTik Ha
BIUXY HHWX4Ye 35 JI/XB TakoX Mae JOBeACHUMN JikyBaibHHH edekT. EdexkTuBHICTE mpemapaTty
[Tynemikopt TypOyxanep npuHaiiMHI €KBiBaJIeHTHA €()EKTUBHOCTI 3BUYAMHOTO TIFOKOKOPTHUKOILY
MIPH 3aCTOCYBaHHI JO30BAHUX a€PO30JIiB ITiJ] THCKOM.

MoxuBo, mo npu 3acrocyBanHi [Tymemikopty TypOyxanepy namieHT HE Bigdye aHi CMaky, aHi
CaMoro JIKapChbKOTro 3aco0y; 1€ MOSCHIOETHCS MAJIUM PO3MIPOM PEUOBHHH, IO BHIUIAETHCS MPU
HOro 3aCTOCYBaHHI.

[Ticnsa 3acTocyBaHHS OJHOPAa30BOi J03M €(EKT CIiJ OYiKyBaTH dYepe3 Kijgbka ToauH. [loBHMIA
TEpaneBTUYHUN e(EeKT HOCATaETbCs JIMIIEe dYepe3 JACKiIbKa TIDKHIB JiKyBaHHS. JIiKyBaHHS
[TynemikopToM TypOyxanepoMm € npodiJakTUYHOK TEpalli€ro, sika He Ma€ JOBEJEHOI0 BIUIMBY Ha
TOCTpi OPYIICHHSI.

VY KIHIYHMX JOCHIDKEHHSAX OyJ0 IOKa3aHo, L0 IpHU 3acTocyBaHHI mpenapary IlyibMmikopt
TypOyxainep y JereHsx JemoHyeThCs OLIbIIa KiIbKICTh OyIECOHITy MOPIBHSHO 13 3aCTOCYBAaHHSM
npernapaty [lynapmikopT y mo3yrodomy iHraistopi mig tuckom (pMDI). IlepeBenenus maitieHTa y
crabinbHOMY cTaHi 3 JiKyBaHHs [lynpMikopTOoM y 1g030BaHoMy iHTamstopi Ha [lymemikopt
TypOyxasiep Moke noTpeOdyBaTH 3MEHILIEHHS JI03H.

[Tpu nikyBaHHI MAIIE€HTIB, IS SKUX € 0aKaHUM ITiIBUIIICHUA TePANeBTHYHUHN eeKT, 3a3BUYaill CIIi]T
HajaBaTH mnepesary 30imbpiieHHi0 no3u [lynbmikopty TypOyxanepy, HixXkK KOMOiHOBaHil Tepamii 3
MEePOpPATLHUMH KOPTHUKOCTEPOilaMu, OCKUIBKM MpH 3actocyBaHHI [lymemikopry TypOyxanepy
MEHIIUK PU3UK BUHUKHEHHS CUCTEMHHUX MOOIYHUX €(EKTIB.

Tayienmu, axi 3acmocogyoms nepopaibHi cmepoiou

[TynpMiKOpPT MOKE€ [JO3BOJMTH 3aMIHUTH ab0 CYTTE€BO 3HU3UTH JIO3YBaHHS IEPOPATbHUX
KOPTUKOCTEPOIiB MpH 3a0e31eueHHi KOHTPOIIO aCTMH.

IIpu nepexoni 3 mepopanbHUX crepoiniB Ha Ilynbmikopr TypOyxanmep maiieHT Mae OyTH y
BIIHOCHO cTallIbHOMY cTaHi. IIporsrom 10 nHIB 3actocoByBaTtH BUCOKY 103y IlynbMmikopTy
TypOyxanep y komOiHaLii 3 7103010 MEPOPATIBHOIO CTEPOiAy, Ky 3aCTOCOBYyBayu padimie. [licis
1IBOTO MEPOPATBHY J03Y CJiJ MOCTYIOBO 3MEHIITyBaTH, HAIIPUKJIIAI, HA 2,5 MI/MICSIb IPEAHIZ0JI0HY
a0 eKBIBAJIEHTY Ha MiCslb /0 HaWMEHIIOro MOXIUBOro piBHA. YacTto 3acTocyBaHHS
MEPOPATBHOTO CTEPOINY MOKHA TIOBHICTIO TIPUTTHUTH.

XpoHiuHe 00CTPYKTHBHE 3aXBOpIOBaHHs Jierenb (XO03JI)

PexomennoBana no3a I[lynsmikopty TypOyxanepy cranoBuTh 400 MKT 2 pa3u Ha 100y .

Jlig mani€eHTiB, SIKI MalOTh MO3UTHMBHY BIJIOBI/b Ha JIKYBaHHS MPOTIroM mepumnx 3—6 MicALiB
teparnii [Tyasmikoptom TypOyxanepom, mpenapat ciij 3aCTOCOBYBATH MPOTATOM TPUBAJIOTO Yacy.
IIpn npusnauyenni Ilynsmikopty TypOyxanepy mnamientam 3 XO3JI, sKi BUKOPUCTOBYIOTbH
NepopabHi MTIOKOKOPTUKOCTEPOIH, Y Pa3l 3MEHILIEHHs 103U NEPOPAIBHOTO CTEPOIAY JiKYBaHHS
CJTI/T MPOBOJIMTH 3T1THO 3 PEKOMEHAIISIMHE MO0 Teparii OpoHXiaabHOI aCTMH.

Topywenns ¢hynkyii nevinku abo HUpoK

JlocBify JiKyBaHHsS MAIli€HTIB 3 MOPYUICHHSMH IE€YIHKOBOI Ta HHUPKOBOI (YHKIIIM He iCHYE.
Ockutbku OyI€COHIT BUBOJIUTHCS TOJOBHUM YHHOM IIIJISIXOM TIEYIHKOBOTO METa00J1i3My, MOKHA
OYiKyBaTH MOCUJIEHOTO e(EeKTY y MAIEHTIB 3 TSHKKUM LIUPO30M MEUiHKH.

Bxkasziexu ujooo npasunvnozo sacmocyeanns Ilynemixopmy Typoyxanepy

Jlitoya pe4oBHMHA MOTpAIUIsiE€ B OPraHi3M 3a paXyHOK HOBITPS, 110 BAUXA€ETHCS, TOOTO, KOJIU MAI[lEHT
pOOHTH BIUX Yepe3 HacaKy, PeYOBHHA MOTPAIUILE J0 JAUXATbHUX IIISAXIB Pa3oM 3 MOBITPSM, sIKe
BIH BIHXAC.

BaxJ1nBo npoiHCTPYKTYBaTH Malli€HTa, 1110 HEOOXiTHO:
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® JOTPUMYBATUCh IHCTPYKLIi AJIS 3aCTOCYBaHHS,

® CWIBHO Ta MMOOKO BAMXATH Yepe3 HacaAKy, 00 3a0e3neuyuTH MOTPAIUITHHS 10 JIeTeHb
ONTUMANBHOI 103H;

® HIKOJM HE BUIUXATH Yepe3 HACAIKY;

e micis 3acTocyBaHHs 3akpuBatu [lynsmikopT TypOyxanep KOBIaukoM;

® TI0JIOCKAaTH POT BOJOIO0 MIC/IA BAMXAHHA HIATPUMYIOUOI 103H, 100 MIHIMI3yBaTu pHU3HK
KaH/IUJ03y POTOBOI HOPOXKHUHH.

Incmpykuia onsa npasunvrozo 3acmocysanns Ilynvmikopmy Typoyxanepy

[Tynemikopt TypOyxanep sBisie co000 0araToJ030BHHA I1HTAIATOpP, 3a JOTOMOTOKO SIKOTO
3aCTOCOBYETBCS JyXe Majia KUIbKICTh mopomky (puc. 1). ITopomok moTparuise y jereHi, Koiu
BIIMXaTH WOTO Yepe3 MYHAMTYK. TOMy Ba)IJIMBO Yepe3 MYH/IITYK BIUXATH CHJIbHO i TIIH00KO.

3axucHu
KOBITAuOK MyHzmTyK
N
R [Hransarop
034U —
(BiKHO)
L Ho3yrounit
Puc. 1. S

Ak sukopucmogysamu ineaisamop

1. BiakpyTHTH 1 3HATH 3aXUCHUI KOBIIAYOK.

2. TpuMaTH HraNATOp BEPTUKAIBHO, JO3YIOUYUM JUCKOM BHHU3. [Ipy OBEPHEHHI JJ03YI0YOT0 JAUCKY
TPUMATH IHTAIATOP 32 MyHAIITYK HE PEKOMCHTYEThCS.

3. [loBepHyTH 103yI04Hii IMCK B OJHOMY HANPAMKY HACKIIbKH 1€ MOKJIUBO, a MOTIM HA3a1, y
NPOTHJIESKHOMY HANpPSIMKY i 10 ymopy. (puc. 2). Y sKy CTOpOoHY Oyje CIIOYaTKy MOBEPHYTO
JO3YIOUMd JUCK, HeMmae 3HadeHHs. [lin yac i€l mpoueaypud MOKHA MOYyTH KianaHs. (Ilpu
nepuiomy GUKOPUCMAHHI Yell KPOK HeoOXIOHO noemopumu 08iui. Ilpu Opyeomy ma nooanvuiux
sukopucmantsx — auwe 1 pas).

Puc. 2.

[lepeno3yBaHHsS HEMOXIIMBE, HaBITh SKIIO JO3YFOUUH TUCK BUIAIKOBO CIPAIIOBAB KiJbKa pa3iB.

4. Tlo-nmepiie, BUIUXHYTH MOBHICTIO, HE BUKOPUCTOBYIOUM NpHU LboMY mpucTpiil. Ilicas mporo
MOMICTUTA MYHJIIITYK MK Ty0amMu 1 BIUXHYTH CHJIBHO Ta TIMOOKO uepe3 mpuctpiid (puc. 3).
XKysaru abo KycaTu MyHJIITYK HE CIIiJl, OCKUIBKU BiH MOXKE PO3XHTATUCS a00 Bia eaHATHCS!

He BUKOpHCTOBYBATH MPHIIA, SKIIO BiH IMOMIKOKEHUH a00 SKIIO MYHAINTYK BiJl’ € JHABCS.

Puc. 3.

5. BuitHsaTu npucTpiif 3 poTa i 3aTpUMaTH JUXaHHSA Ha KUIbKa CEKYH/I.
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He Bunuxatu yepes npuctpiii!

SIxmio Oyo mpu3HaYeHo Oiblle OAHI€T iHTasMii, eTanu 2—5 HeoOXiJHO TOBTOPHUTH.

6. IloBepHyTH 3axMCHUN KOBHAYOK HA MicCIle, IMUIBHO MPUKPYTUBIIN WOTO Ha3aj Ha MPUCTPIH
0JIpa3y K MICJISI BAKOPUCTAHHS.

Ilpumimku

Hikosim He BUAMXATH Yepe3 MYHIIITYK.

3aBikau opa3sy K Micjsi BUKOPUCTAHHSA MPHUCTPOIO MOBEPTATH 3aXHCHUII KOBIIAYOK Ha Micue.
OckibKH KOXKHA 1032 MpenapaTy MICTHTh TUIBKHM YUCTY aKTHBHY PEYOBHHY 1 HE MICTUTD >KOJIHHX
HEaKTHBHHUX PEUOBHH, Yy OUIBIIOCTI BHIAIKIB MOXHA HE BiI4yBaTH, KOJH YaCTKU JIIKAPCHKOTO
3aco0y MOTPAIUIAIOTH HAa CIM30BY OOOJOHKY MOPOXXHMHHU POTA. Y PIIKICHUX BHUIAJKaX MOKHA
BITUYTH TipKuii cMak. HaBiTh SKIIO JTiKapChKUi 3aci0 HE MOXKHA PO3PI3HUTH HA CMak abo BiAUyTH
MiCIIs 1HTaJAIIi, MOXHA OyTH BIEBHEHHMMH, IIIO TAIIEHT OTPUMAaB 103y Npernapary Ipu BIUXaHHI,
SKIIO YITKO BUKOHYBaB 1HCTpyKWito0. 1100 3MEHIIUTH PHU3MK PO3BUTKY I1HQEKIl, CHpUYMHEHOI
rpubamu poxy Candida, mamient mae 3actocoByBatu Ilymemikopt TypOyxanep a0 mpuiiomy DKi
a00 MoJIOCKATH MOPOKHUHY POTA MICIS 1HTaIIALI].

Ouuwjennsa MyHOwmyKa

PexomeHTy€eThCsl OUMIITYBAaTH 30BHINIHIO MMOBEPXHIO MYH/IITYKA 3 BUKOPUCTAHHAM CYXOi TKaHHHHU
OJIMH Pa3 Ha TIKAEHb. J{JIs OUMIeHHS MyH/AIITYKa He BUKOPUCTOBYBATH BOy a0 iHIII piMHU.
Konu emicm npucmporo 6ys euxopucmaruil

Komu y BikHI iHOWKaTtopa 103W, LI0 PO3TAIIOBAHE HIKYE MYHJIIITYKA, 3’SIBISETHCS YEPBOHHM
Mapkep, rnepeadayaeThes, U0 JOCTYITHIMHU BCE I 3aUIA0ThCs 01m3bKo 20 iHramsnii (puc. 4).

MyHamTyk
YepBoHuid
Mapkep

Bce me noctynuo 61u3bpko 20 103

Puc. 4.
Konu yepBoHUit Mapkep Aocsrae HUKHBOTO Kparo BiKHA, 1€ 03Hauae, o 1i 20 103 npenapary
BUKOpHUCTaHI (puc. 5). Xouya aKTUBHA PEYOBHUHA BCE 1€ 3AJUIIAETHCS JOCTYIHOIO Y HEBEIUKIM
KUTBKOCTI, 3 TEXHIYHUX NPUYMH OPUCTPii HE cilijl Olibllle BAKOPHUCTOBYBATH JUISl IHTAJISLIIH.

MyHamTyk
YepBoHuii
MapKep
MIOPOXKHIH MOPOXKHIH

Puc. 5.
3ByK, IO BUHHUKAE TPH CTPYIIyBaHHI iHTansTopa TypOyxayiep, CHpPHUYMHEHUH CTPYITyBaHHIM
3aJIUIIKIB OCYIITYBAJIbHOTO areHTa, IO 3aXWIIa€ aKTUBHY PEYOBHHY BiJ HA/JIUIIKIB BOJOTH.
AKTHBHA pEYOBHHA HE BUPOOIISIE 3BYKY.

Iama indbopmarrisg
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Ha ocHoBi po3atopa, mo obepraerhcs, mpudTom bpaiins BUTHCHEHO Koa s iAeHTHdIKAIil
[Mynemikopt TypOyxanep (kox mis Ilynemikopt TypOyxanep — uudpa 2, sika Bigpi3Hse HOro Bij
THITUX JIIKQPChKUX 3ac001B KoMITaHii AcTpa3eHeka).

Mimu.

He 3acTocoByBatu AiTSIM BiKOM JI0 5 pOKiB.

Ilepeoosysanna.

He ouikyerscs, mo roctpe mnepemo3yBaHHs I[lymemikopry TypOyxanepy, HaBiTh NpH BHCOKHX
7103aX, MO’K€ CIPUYMHUTH Oynb-sKi KIiHI4HI pobiemu. Ilpu XpoHIYHOMY 3aCTOCYBaHHI BUCOKHX
7103 MOXKYyTh BHHUKHYTH TaKi CUCTeMHi e€(eKTH TITIOKOKOPTHKOCTEPOIMiB, SIK TiMEPKOPTUIM3M Ta
npuUrHiueHHs PyHKIIT HAJTHUPKOBUX 3aJ103.

I06iuni peaxuii.

[To61uHi peakIii po3nmoalIeHi 3a YaCTOTOK BUHUKHEHHS:

nyxke gacto (> 1/10), gacto (Big > 1/100 mo < 1/10), mewacrto (Big > 1/1000 go < 1/100), pinko (Bix
> 1/10000 mo < 1/1000), mayxe pigko (< 1/10000), yactora HeBimoMa (HEMOXKIMBO OI[IHHTH 3a
HassBHUMU JAaHUMHU ).

ITo0iuni peakuii 3a cucreMaMu OPraHiB i 4aCTOTOI0 PO3BUTKY IIPH BUKOPUCTAHHI
JIKAPCBKOro 3aco0y

Cucrema oprasis Yacrora Ilo0iuni peakuii Ha 3acTocyBaHHs
JIKapPCbKOro 3aco0y

Indexuii Ta inBasii Yacro Kanaunosni iHdekuii poToBO1 MOpOKHUHH
Ta ropia, nueBMoHis (y nanientis 3 XO3JI)

3 6oky iMyHHOI cucTEeMH Pinko Peakii miBHIIIEHOT Yy TIMBOCTI HETAHOTO

Ta B1ICTPOYEHOTO THUILY, Y TOMY YHCII
BUCHII, CBEPO1K, KOHTAKTHUN JEpMaTHT,
KpOIIMB’STHKA, aHT10HEBPOTUYHUN HAOpsIK Ta
aHa(UIAKTUYHA PEaKILisl.

3 00Ky eHIOKPUHHOL Pinko CumnTomH, 110 BKa3yIOTh HA CUCTEMHUI
CHCTEMHU BILJIUB 3 OOKY KOPTUKOCTEPOIAIB,
BKJIFOYAIOYU PUTHIYEHHS (PyHKIIT
Ha/IHUPKOBHUX 3aJ103 1 yIOBIIbHEHHS
pocTy*, miABUIIEHA COPUHHATINBICTD 10
1H(pEKIIHUX 3aXBOPIOBAHb

3 6oky oprauiB 30py Yactorta ['maykoma.
HEeBiJIoMa
Heuacro Karapaxra**,

3arymaHeHHi 3ip (TaKoX AWB. PO3ALI
«Ocob6IMBOCTI 3aCTOCYBaHHS).

IcuxiyHi mopymeHHs Pinxo Hecnokiit, HEpBO3HICTh, 3MiHU Y TTOBE/IHIII
(mepeBaxxHO y 1iTeH).
Yacrorta [TopyieHHs cHy, ICUXOMOTOpHA
HeBioMa rinepakTHUBHICTb, arpecis.
Heuacto TpUBOXKHICTB, IETIPECis.
HespoJioriuni nopymennsi | Hewacro Tpemop
3 00Ky AUXATBHOL Yacto Kamensb, mogpa3HeHHs y TOpJIi.
CHCTEeMH, OPraHiB rpyaHoi | Pinko Bponxocnasm, qucdonisi, Xxpumora
KJITKH Ta cepeloCTiHHA
3 6oky mkipu Ta Pinko YTBOpEHHS CUHIIIB.
NiMKIPHOT KJIITKOBUHHI
3 0oky ckesneTHO-M’s130B0i | Hewacto Octeonopo3 (pH TOBrOTPUBAIIOMY
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CHCTEMH Ta CIOJIYYHOI 3aCTOCYBaHHI), CIla3M M’ sI3iB.
TKAHWHH

*  JluB. HIOKYE «J{iTHY.
** Jlu. Hwxue «llopymienns 3 60Ky oprasiB 30py».

IHomi mpwW 3acToCyBaHHI IHTAISAMIMHUX TIFOKOKOPTHKOCTEPOiNiB MOXKYTh BHHHUKATH CHMIITOMHU
MOOIYHUX €(EeKTIB CUCTEMHUX TIFOKOKOPTUKOCTEPOIMiB, 110, IMOBIPHO, 3aJCKHUTh Bij 103U, Yacy
eKCIO3HUIii, CYMyTHbOI Ta TOINEPEIHbOI EKCIO3MIII KOPTHUKOCTEPOiNiB, a TaKOX 1HAMBITyaIbHOI
Yy TIUBOCTI.

Ingpexuyii ma ineasii

Uepe3 pusHK PO3BUTKY KaHIMI03HOI 1H(EKIIi y POTOBIM MOPOXHUHI Ta TOPJI MHAI[IEHTOBI CIIiJT
MTOJIOCKATH POT BOJIOKO IMiCTIsl KOKHOTO 3aCTOCYBaHHS J03H Mpernapary.

Lopyuienns 3 60Ky opeanie 30py

Takox y 1u1a1e00-KOHTPOIBOBAHUX JOCIIIKEHHSX MOBIIOMIISUTH TIPO KaTapakTy sSK MPO HEYACTUI
MOOTYHMM eeKT y TPy 3acCTOCYBaHHS I1areoo.

Ilcuxiuni nopywenns

B o0’ennanux ximiHiuHUX AociimkeHHsAX 13 119 maiieHTiB oTpuMyBaiu IHrandmiiHui OyaecoHin
ta 7278 mnamientiB — miane6o. Yacrora TpuBokHOCTI craHoBmia 0,52% mpu 3acrocyBaHHI
iHranmsauiinoro Oyneconiny Ta 0,63% — mnane6o; uactora nempecii craHosuna 0,67% mnpu
3aCTOCYBaHHI IHTAIAIIHHOTO OyaecoHiay Ta 1,15% — mnane6o.

Jimu
Yepes pU3MK 3aTPUMKH POCTY Y JITEH MapameTpu POCTY CIIiJi KOHTPOJIIOBATH PETYJISIPHO. (IMB.
po3nin «OcobIUBOCTI 3aCTOCYBaHHS)

Llosioomnenns npo nidospiosani nobiuni peaxkyii
BaxnuBo moBimOMIIATH TpO Mig03prOBaHi MOOIYHI peakiii y miciaspeecTpaliiinuil mepion
3aCTOCYBaHHA JIiKapchbkoro 3aco0y. lLle mae 3mory 3nilicHroBaTH Oe3mepepBHUII MOHITOPHHT
CMIBBIAHOIIEHHS KOPHMCTH/PU3MK 3aCTOCYBaHHsS JiKapchbkoro 3acoOy. Crewiamicté y ranmysi
OXOpPOHM 370pOB’s 3000B’A3aHI MOBIAOMIISITH NMpO Oy/b-iKl BUNAAKU I1J03PIOBAHUX MOOIYHHMX
peakIiiif yepe3 HallloHaJIbHY CHCTEMY 3BITHOCTI.

Tepmin npuoamuocmi. 2 poxu.

YMoBu 30epiranns. 30epiraTv y HeJOCTYITHOMY JUIsl IiTeH Micui npu TeMnepaTypi He Buiie 30 °C.
3aKpHUBaTH IHTAISATOP 3aXMCHUM KOBIAUKOM ITICIIsI BAKOPUCTAHHS.

YnaxoBka. Ilo 200 no3 (mia 100 mxr/mo3a) a6o 100 no3 (mas 200 MKr/mo3a) y miiacTUKOBOMY
iHransropi. Ilo 1 iHransatopy y KapToHHINA KOpoOLi.

Kareropis Binmycky. 3a penenrom.
Bupoonuk. Actpa3enexa Ab/AstraZeneca AB.

Micue3Haxoa:KeHHs1 BUPOOHMKA Ta MOro ajgpeca Micusi IPOBA/’KEHHA AislIbHOCTI.
dopckapraran 18, Conepran’e, 151 36, IlIsemis/ Forskargatan 18, Sodertalje, 151 36, Sweden.

JlaTa octanHboro neperasay. 27.03.2025
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